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[bookmark: _Toc226831702]1. Introduction: The Imperative of Quality Assurance in Modern Healthcare
The provision of health and social care is a highly sensitive matter, as it is based on a thin line between clinical knowledge, organizational effectiveness, and social confidence. Quality assurance (QA) is a basic process that helps healthcare organizations to ensure that their services are safe, effective, and responsive to the needs of patients by means of constant assessment and monitoring (Schmidtke et al., 2024). With the shift in the era of fast technological development, and rising patient demands, QA has ceased to be a peripheral administrative role but a pillar of clinical governance, where the standards of care are not only satisfied, but continuously enhanced (Santos et al., 2025).
Dr. Harold Frederick Shipman is the case that can be discussed as one of the most notable and devastating clinical governance failures in the history of the National Health Service (NHS) in the United Kingdom (Dyer, 2005). In 2000, Dr. Shipman, a general practitioner of Hyde, Greater Manchester, was found guilty of the murder of 15 of his patients although further investigations have found that he could have killed more than 200 people between 1975 and 1998 (Kmietowicz, 2005). It was a heart-wrenching example of how a deficiency of monitoring and accountability can enable malevolent activities to go unnoticed over decades.
Shipman Inquiry, conducted by Dame Janet Smith, found that the doctor could take advantage of the high trust that was put on medical professionals and the disjointed nature of the current monitoring systems (Mannion et al., 2019). There was no organized tracking of the mortality rate of general practitioners at the time, and death and cremation certificates signing was not a procedure that could be subjected to any kind of independent verification (Ellis, 2020). Moreover, controlled drugs such as diamorphine were managed with lax controls and Shipman was able to accumulate a deadly amount of medication by using fake prescriptions and diversion of drugs used by dead patients. These were not just personal but rather organizational and regulatory failures.
With the Shipman Inquiry, the UK government initiated a radical reform agenda to enhance patient protection. The present report provides an analysis of the underlying causes of the quality issues revealed in the Shipman case and the assessment of modern service improvement approaches. The report uses theoretical models including the Fishbone Diagram and strategic analysis tools like SWOT analysis to find out how healthcare organizations can shift to the culture of transparency and safety. Moreover, it makes practical suggestions with quality improvement (QI) models like Plan-Do-Study-Act (PDSA) and Lean methodology, and strives to make sure that learnings of the Shipman case become forever ingrained in the healthcare governance.
[bookmark: _Toc226831703]2. Main Body: Analysis of Root Causes and Theoretical Evaluation of Service Improvement
The identification of the underlying factors that result in the dysfunction of the organization through a thorough application of the theoretical models is imperative in the analysis of service failure and the formulation of improvement strategies. In regard to the Shipman case, the causes run much deeper than personal criminality, and involve structural, process, and culture-wide failures.
[bookmark: _Toc226831704]2.1 Theoretical Frameworks in the management of healthcare quality
In order to study the quality of healthcare effectively, researchers and practitioners usually utilize the Donabedian Model, according to which the quality indicators may be broken down into structure, process, and outcomes. Structure is the physical and organizational context within which care is delivered; process is all the interactions between patients and providers; and outcomes are the ultimate outcomes of care (NHS Improvement, 2021). The structure (single-handed general practice with minimal external supervision) and the process (unverified death certification and drug prescription) were grossly undermined in the Shipman case directly contributing to the disastrous consequences of unchecked mortality (Alogla, 2025).
The other critical framework is Total Quality management (TQM) which underlines that quality is a process that sees all the employees participating in an ongoing process of gaining improvement (Barr and Brannan, 2024). TQM establishes failures in healthcare to be mostly caused by the lack of employee engagement, bad leadership, and absence of quality-focused culture. When these factors fail, it leads to what is known as bad barrel metaphor in which an organizational culture will be favourable to failure or silence (Davies and Offer, 2019). The case of Shipman showed that there was a total deficiency of TQM; over the years, the funeral directors and the doctors around had observed abnormal patterns in mortality, but the current culture was neither conducive nor supportive towards reporting these issues.


[bookmark: _Toc226831705]2.2 Root Cause Analysis: The Fishbone Diagram Application
The Fishbone (Ishikawa) Diagram is a visualization tool used in root cause analysis to separate the causes of a problem from its symptoms (Barr and Brannan, 2024). By categorizing the contributors to the Shipman case, organizations can identify which areas require targeted intervention to prevent recurrence.
[image: ]
Figure 1: Ishikawa diagram aka Fishbone diagram (Hristoski et al., 2017)

	Category
	Contributing Factors Identified in the Shipman Case

	Manpower (People)
	A high level of unquestioning trust in doctors was evident, alongside the professional isolation of single-handed general practitioners. There was a lack of peer review mechanisms, and a prevailing cultural bias favored clinical autonomy over patient safety, reducing opportunities for accountability and challenge (Barr and Brannan, 2024).

	Methods (Processes)
	Death certification processes were flawed and lacked independent verification. Cremation documentation was often completed in a cursory manner, while standardized mortality audits were absent. Additionally, early police investigations were inadequate, reflecting procedural weaknesses in detecting irregularities.

	Machine (Technology)
	There was an absence of digital systems capable of tracking mortality trends in real time. The lack of shared electronic health records further limited transparency, while prescription monitoring relied on manual and poorly coordinated registers, increasing the risk of oversight failures (Jewell, 2005).

	Material (Drugs)
	Controls surrounding diamorphine prescribing were weak, with insufficient monitoring mechanisms in place. There was also a lack of proper oversight regarding drug disposal following patient death, alongside notable gaps within the controlled drug inspection system.

	Management (Policy)
	Regulatory oversight was fragmented, with ineffective communication between health authorities and the coroner’s office (Kumah et al., 2024). Whistleblowing mechanisms were inadequate, and there was no established “no-blame” culture, discouraging staff from raising concerns.

	Measurement (Data)
	There was no routine statistical analysis of mortality data at the general practice level. Outliers in cremation rates were not identified, and the absence of Key Performance Indicators (KPIs) for drug safety contributed to a failure in monitoring and early detection.





The section of Manpower brings out the main historical problem; a paternalistic relationship between patients and doctors. Shipman took advantage of this trust, and frequently changed medical records following a death to fabricate a previous sickness and excuse his behavior (Landmark Chambers, 2024). This manipulation of "Methods" could only be done since there was no need of having another medical professional confirm his findings. The most obvious failure is the "Measurement" one; a statistical analysis subsequently revealed that the mortality rates of Shipman were clear outliers, but there was no mechanism to alert to that at the time (NHS Improving Quality, 2015).
The Swiss Cheese Model also describes this failure by indicating that various layers of safety protection were all failed at the same time. Every slice of cheese is a defense professional, police probe, death certification, and drug control but the gaps in these layers coincided, which allowed Shipman to go on with his crimes over 23 years (Playfor and Bunni, 2026).
[bookmark: _Toc226831706]2.3 Strategic Planning and SWOT Analysis in the Post-Shipman Era
Strategic planning in health care is the method of analysing the capability of an organization based on the SWOT analysis (Strengths, Weaknesses, Opportunities, Threats) as methods of overlaying the internal capability of an organization on the external environment (Teoli, An and Sanvictores, 2023). In the case of contemporary healthcare organizations, a SWOT analysis would be useful in aligning clinical governance with the national priorities of safety.
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Figure 2: SWOT Analysis of Current Healthcare Governance 2024 Reforms (Own)


	SWOT Factor
	Analysis of Current Healthcare Governance (2024 Reforms)

	Strengths
	Implementation of statutory Medical Examiners (Sept 2024); mandatory doctor revalidation (GMC); robust digital prescribing systems; culture shift toward shared responsibility for safety.

	Weaknesses
	Administrative burden on GPs; potential for "tick-box" compliance; clinical variability in remote areas; ongoing challenges in inter-professional communication and data sharing.

	Opportunities
	Expansion of AI and big data analytics for mortality monitoring; increased funding for clinical governance; community outreach to rebuild public trust; further integration of health and social care.

	Threats
	Rising demand and staff shortages; economic pressures causing cuts to non-clinical oversight; erosion of public trust if new systems are perceived as bureaucratic delays; emerging complex drug risks.



The major Strength of the current landscape is the 2024 Death Certification Reform, whereby all the deaths, which have not been probed by a coroner, must be examined by an independent Medical Examiner (Parliament.uk, 2025). This directly refers to the Method failure of the Shipman era. Nevertheless, there is a major “Weakness” in that there is always a possibility of such systems being perceived as administrative activities and not imperative safety inspections. The opportunity to apply data analytics is large; it is now possible to use systems such as statistical process control (SPC) charts to track clinical practice and spot anomalies much quicker than through manual audits (Powell et al., 2021). Among the threats are the threat of the so-called alert fatigue, where clinicians can disregard the warning signal of automated systems because of high workloads.
Through a Strengths-Opportunities (SO) approach, companies can use their strong digital infrastructure to implement regional tele-governance programs, with risks being monitored in real-time (Seelbach and Brannan, 2023). In its turn, a Weaknesses-Threats (WT) approach would require introducing obligatory streamlined reporting forms to overburdened staff members, making sure that the necessary safety-related information is recorded despite the resource limitations (Stead, 2025).
[bookmark: _Toc226831707]2.4 Critical Evaluation of Management Approaches
CQI has taken a central role in the healthcare field, bridging best evidence to the up-to-date practice to improve patient outcomes. CQI, in contrast to the historical models that emphasized periodic checking, presupposes the systematized use of the tools to determine barriers and test results in real time (Taylor et al., 2014). The Shipman Inquiry highlighted clinical governance as a collective duty of all healthcare bodies to shift towards a system-wide enhancement instead of individual accountability (Van Houdt et al., 2013).
Moving to the no-blame or safety culture is a necessary step to good governance. This culture promotes reporting of near misses and suspicious trends without fear of professional suicide (Welch, 2025). This can be backed up by the Freedom to Speak Up (FTSU) guardians in the NHS in the modern context, which offers a channel through which the staff can raise concerns. Also 5-yearly doctor revalidation will ensure that clinicians are required to demonstrate their competence in regular local appraisal and patient comments, avoiding the isolation that enabled Shipman to practice unimpeded (Younis, 2024).


[bookmark: _Toc226831708]3. Recommendations for Service Improvement and Implementation Strategy
To eradicate the underlying factors behind systemic governance failure and guarantee permanent quality improvement, healthcare organizations need to go beyond reactive compliance and towards active, evidence-based management. The recommendations below are based on implementing the 2024 reforms and improving the safety measures through the use of the PDSA and Lean methodologies.
[bookmark: _Toc226831709]Recommendation 1: Statutory Medical Examiner System
The 2024 Death Certification Reforms is the largest change to the death registration procedure in decades. It is advisable that Integrated Care Boards (ICBs) and local NHS Trusts should completely incorporate the Medical Examiner (ME) system into their clinical governance processes to provide independent examination of all deaths (Zhou and Yin, 2026).
[bookmark: _Toc226831710]3.1.1 Implementation via PDSA Cycles
Plan-Do-Study-Act (PDSA) cycle enables the organizations to experiment with changes over a small scale before broader implementation.
Plan:
State the purpose: 100% of the non-coronial deaths in the community should be reported by an ME within 48 hours of death notification (Abuzied et al., 2023). The team determines a pilot group of five GP surgeries to use the new referral portal.
Do:
Execute the plan. Death notifications and the proposed Medical Certificate of Cause of Death (MCCD) are sent to ME office through the digital portal by GP surgeries (Agency for Healthcare Research and Quality, 2015).
Study:
Analyse the data. Was the independent review conducted in 48 hours? Did the ME find any inaccuracies in the proposed MCCD? Bereaved families are asked to give their feedback on whether they felt they had a voice in the process or not.
Act:
According to the findings, streamline the digital portal so that it becomes easy to use by community practitioners. In case of success, expand the process to the whole ICB region.


[bookmark: _Toc226831711]3.2 Recommendation 2: Applying Lean Principles to Controlled Drug Management
The lean methodology entails the removal of waste (muda) and delivering value to the customer, which is the patient, in this context. To avert the diversion of drugs such as diamorphine, organizations ought to use Lean tools to the primary care-controlled drug supply chain.
[bookmark: _Toc226831712]3.2.1 Value Stream Mapping (VSM) and 5S Methodology
The flow of controlled drugs should be visualized with the use of a Value Stream Map that starts with prescribing and ends with drug administration and dispensing (Maake et al., 2025). This assists in pinpointing the non-value-added processes in which drugs may be stolen.
Standardization (5S): Implement the 5S framework (Sort, Set in order, Shine, Standardize, Sustain) in the management of drug registers and cabinets.
· Sort: Remove obsolete or returned medications immediately for witnessed destruction.
· Set in Order: Organize the drug register with clear visual cues for inventory levels.
· Standardize: Create a mandatory second-signature protocol for all high-dose opiate prescriptions in primary care, mirroring acute care standards.
· Sustain: Conduct monthly unannounced audits of controlled drug stocks.
Just-in-Time (JIT) Supply: Transition to a "Pull" system where controlled drugs are only issued based on verified clinical need, reducing the "inventory" waste that Shipman exploited (Kim and Woo et al., 2025). Electronic Prescribing Service (EPS) data should be integrated with regional monitoring to flag high-volume prescribers in real-time.
[bookmark: _Toc226831713]3.3 Recommendation 3: Strengthening Clinical Governance and Whistleblowing Culture
To achieve good governance, the paternalistic model has to be abandoned in favour of a patient-centred model in which the patient is the fount of control. Companies should create an atmosphere in which employees are comfortable speaking up.
Establishing a "No-Blame" Reporting System: Promote reporting of near misses and issues of professional conduct using Datix or other systems (Schmidtke et al., 2024). Governance teams need to make sure that such reports result in learning, rather than punishment.
Mandatory Mortality Audits: Quarterly meetings at GP practices to talk about patient deaths and any worrying trends or clinical learning opportunities should be known as the Morbidity and Mortality (M&M) meetings (Santos et al., 2025).
Statistical Process Control (SPC): Use data analytics to track the practice-level mortality rates. The SPC charts are able to distinguish between common cause variation and the special cause variation which may either reflect a quality issue or a risk that needs protection.
	Governance Pillar
	Strategic Recommendation

	Clinical Effectiveness
	Standardize controlled drug prescribing using evidence-based guidelines.

	Clinical Audit
	Implement quarterly mortality reviews for every general practice.

	Risk Management
	Use SPC charts to monitor mortality outliers in real-time.

	Staff Management
	Ensure 100% completion of 5-yearly revalidation cycles for all doctors.

	Information Management
	Integrate EPS data with national drug monitoring systems.



[bookmark: _Toc226831714]3.4 Implementation Strategy for Long-Term Sustainability
These improvements can only be sustained by commitment by the leadership and involvement of the frontline staff. It is suggested that each healthcare organization should have a Senior Responsible Officer (SRO) of Clinical Governance who will be responsible to the integrity of such systems.
Stakeholder Engagement: Engage patients and the people in governance system designs to restore confidence. The Medical Examiner position involves talking to families about the cause of death and is a crucial feedback mechanism that was not present in the Shipman era (Saikat et al., 2025).
Education and Training: Conduct continuous training to Medical Examiners and GP staff on the new 2024 regulations. Train staff to identify and report suspicious patterns using high-quality simulations and case studies.
Resource Allocation: Make sure that Medical Examiner offices are properly financed and staffed to cope with the number of deaths in the community. The assessment of the 2024 reforms indicates that there is a slight increment in registration times, which is pivotal to have adequate administrative support to avoid bottlenecks (Maake et al., 2025).
[bookmark: _Toc226831715]4. Conclusion: Summary of Findings and Future Directions
The example of Dr. Harold Shipman is a warning to all healthcare organizations that lack of transparency and coordinated governance may have disastrous effects on patient safety. The root cause analysis done using the Fishbone Diagram reveals that a mix of paternalistic culture, incorrect certification procedures and ineffective drug controls provided a fertile ground on which criminality could thrive unnoticed.
The radical change in the modern healthcare governance has been in response to these findings. The strategic assessment made through SWOT analysis reveals that the adoption of statutory Medical Examiners in September 2024, along with the introduction of a mandatory revalidation and digital prescribing solutions, has greatly enhanced the system defenses.
The practical way forward is actionable recommendations based on PDSA cycles to roll out the Medical Examiner and Lean methodology to manage controlled drugs. Organizations will be able to detect clinical risks at an earlier stage and more precisely by getting rid of the waste of uncoordinated paperwork and by monitoring real-time data.
Finally, quality assurance is not a fixed code of rules but an on-going, evolutionary learning process. The lessons of the Shipman Inquiry should be continually exercised via a strong clinical governance, fact-driven supervision, and a resolute dedication to patient safety. Healthcare organizations can restore and maintain the trust that people place in the delivery of care by making sure that all deaths are investigated and all grievances are listened to. A thriving future of healthcare quality is in the effective combination of human-focused safety cultures with improved digital surveillance systems, which will provide a sustainable environment where clinical excellence can thrive and patients are not at risk.
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